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The Emerging Market for 
Long-term Nicotine Maintenance 


Kenneth E. Warner, PhD; John Slade, MD; David T. Sweanor, LLB 

In increasing numbers, Americans will seek to satisfy nicotine addictions 
through the use of novel nicotine-delivery products devoid of several of the poi¬ 
sons that make cigarettes so deadly, (n the vanguard are tobacco industry de- 
irfces that heat tobacco derivatives rather than bum tobacco, and pharmaceu¬ 
tical industry nicotine-replacement products, with nicotine gum and the patch 
now available over the counter. Ostensibly, these 2 industries have diametrically 
opposed objectives, the tobacco industry striving to sustain nicotine addictions, 
tiie pharmaceutical industry to end them. However, a series of technological, 
economic, political, regulatory, and social developments augurs a strange- 
bedfellows competition in which these industries will vie for shares of a new 
multibillion dollar long-term nicotine-maintenance market. Regulatory options 
range from encouraging competition to banning all nicotine-delivery devices. A 
more realistic approach discourages use of the most dangerous products, while 
making less hazardous products readily available to adults. 
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ACCOUNTING for a fifth of ail deaths 
in America,' the toll of tobacco is aU too 
familiar . So, too, is the ultimate source of 
tobacco’s toxicity; the extraordinary- 
grip that nicotine places on its users.'' 
Although most smokers say they want 
to stop, for tens ofmillions, efforts to quit 
have failed, often despite frequent at¬ 
tempts.* 

Recognition of the tenacity of smoking 
anditseventualdeleterious consequences 
has led some health professionals to ques¬ 
tion continaed, complete reliance on the 
traditional treatment paradigm, which 
haaregardedabstinenceaatheonlythera- 
peutic goal Instead, they are cautiously 
considerii^ a harm-reduction strategy 
that envisions a role for long-term nico¬ 
tine maintenance using piquets that 
deliver nicotine without the other toxic 
substances in tobacco products.*-* 
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At the heart of the nicotine-mainte¬ 
nance concept lies the belief that, al¬ 
though it is not risk firee,*-“ nicotine per 
se does not directly cause most of the 
enormous burden of tobacco-attribut¬ 
able disease. Rather, it is the tobacco 
products themselves (and their combus¬ 
tion products), the vehicles that deliver 
nicotine, that are “dirty” and dangerous, 

He avoidance of tobacco use is thus 
considered far more important than 
kicking an addiction to nicotine. For 
those who cannot or will not stop using 
nicotine, might it not be prudent to offer 
an alternative to tobacco products, one 
that satisfies their addiction while dra- 
raarieally reducing their risk of disease? 

This question is actually quite compli¬ 
cated, requiring resolution ofamyriad of 
issues. Can consumer-acceptable prod¬ 
ucts be developed that will satisfy nico¬ 
tine needs witoout subjecting consum¬ 
ers to substantial health risks? (What 
constitutes “substantial”?) Would such 
products induce children who do not now- 
use tobacco products to initiate nicotine 
addictions? Would they cause former 
smokers to relapse? To what effect? 
Would users of such products also use 
conventional tobacco products? Would 
the avaifabDity of alternative nicoWne-ri 


delivery devices substantially reduce 
the number of people who successfully 
become abstinent in the future? Again, 
to what effect? (Again, what is “substan¬ 
tial”?) How would the nation’s drug 
regulatory apparatus respond? 

These are not merely abstract ques¬ 
tions. A aeries of technological, eco¬ 
nomic, political, regulatory, and social 
developments has brought us to the 
brinkofanewmarketfor long-term nico¬ 
tine maintenance. Whether or not the 
health community finds this desirable, 
these developments mean that tobacco 
users are likely to have growing num¬ 
bers of nicotine-maintenance options 
available to themsoon. Some will involve 
no tobacco; others will use tobacco in 
ways notpreviously imagiaed. There are 
numerous patents for such devices, 
including an electrically fired pseudo¬ 
cigarette.'* 

The options that -will eventually be 
brought to market and the conditions of 
their availability remain to be defined. It 
is here that the health community can 
work with the larger society and its for¬ 
mal poHcymaking apparatus to shape the 
future of long-term nicotine mainte¬ 
nance. To broaden the debate, we de¬ 
scribe developments that are forcing the 
issue and consider alternative ap¬ 
proaches to defining and regulating a fti- 
ture market for nicotine-maintenance 
products, including those that use to¬ 
bacco derivatives as the vehicle for de¬ 
livering nicotine and those that do not. 
We derive salient lessons for the emerg¬ 
ing en-vironment of nicotine delivery 
firom the history of innovation in the ciga¬ 
rette industry, 

RECEffTAND AffnaPATED 
DEVELOPMENTS 

New technology for delivering nico¬ 
tine is evolvingrapidly and dramatically. 
Some of the technology already commer- 
daRy available is very fa mjliar , such^ 
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2 nicotine replacement therapy (NRT) 
products: gum (nicotine polacrilex) and 
the patch.“'“ Some new technology has 
been introduced but is less amiliar, in¬ 
cluding 2 cigarettelike devices firom the 
R. J. Reynolds Tobacco Company, Pre¬ 
mier and Eclipse.'^'® Finally,someofthe 
new nicotine-delivery tedinology is 
quite unfamiliar. For example, nicotine 
nasal spray became available as a pre¬ 
scription drug only last year and a nico¬ 
tine inhaler h^ recently been approved 
for marketing by the Food and Drug Ad¬ 
ministration (FDA).^^ 

In terms of their purposes, new prod¬ 
ucts from the cigarette companies and 
nicotine-replacement pharmaceuticals 
appear to*be worlds apart, the former 
dedicated to the perpetuation of nicotine 
dependence, the iatterto its curtailment. 
However, plausible developments in 
both product categories and in the con¬ 
ditions of their availability could well 
make the cigarette and pharmaceutical 
companies strangest of bedfellows, 
competing vigorously for a large market 
of long-term nicotine maintatners. The 
logic underlying this statement will 
emerge following consideration of each 
industry’s innovations. 

NEW-GENERATION CIGARETTELIKE 
DEVICES AND OLD-GENERATION 
EFFECTS ON HEALTH 

Eclipse is being test marketed in 
Chattanooga, Tenn, Germany (under the 
name Sweden (Inside), and Ja¬ 

pan (AIRS). Structurally, the device is 
dramatically different from the conven¬ 
tional cigarette, especially since it bums 
very little tobaccolike material. A car; 
bon fuel element, insulated with a fiber¬ 
glass jacket, heats a glycerin-laden 
charge of reconstituted tobacco. This va¬ 
porizes material that cools to condense 
into an aerosol largely made up of water 
and glycerin droplets that, in turn, carry 
nicotine and other volatiles. The con¬ 
sumer inhales an aerosol consisting 
largely of water, glycerin, nicotine, and 
the oxides of caibon. Nicotine is deliv¬ 
ered at about the same rate and amount 
as a cigarette having a Federal Trade 
Commission-rated yield of 0.9 mg. Car¬ 
bon monoxide yield is moderately higher 
than that delivered by such a cigarette. 
Cardnogena are much lower than in 
most conventional cigarettes. 

The only similar device was Edipse’s 
immediate predecessor, Premier, a more 
radical innovation that produced an aero¬ 
sol from glycerin and a tobacco extract 
adsorbed onto alumina beads just proxi¬ 
mal to the carbon fuel element. Intro- 
ducedin 1988, PremierfailedmarketteBts 
andwastakenoffthemarketamidmount- 
ing pressure on the FDA to regulate it 
under the Food,Drugand Cosmetic Act® 


Both Premier and Eclipse seem de¬ 
signed to address 2 industry problems: 
smokers’ concerns about the health ef¬ 
fects of smoking, especially its carcino¬ 
genic potential, and nonsmokers' con¬ 
cerns about environmental tobacco 
smoke (neither product produces much 
visible smoke). Both of these industry 
problems have been addressed, largely 
without success, by earlier generations 
of product innovation. The environmen¬ 
tal tobacco smoke issue is of more recent 
vintage, and relevant innovations are 
fewer in number. Two were cigarettes 
with built-in perfume and low-smoke 
cigarettes, designed with special papers 
resulting in less visible sidestream par¬ 
ticulate matter.®^ 

Health concerns drove the 2 major 
previous paradigm shifts in cigarette ar¬ 
chitecture: filter-tipped cigarettes in the 
1960s and low tar andnieotine (t&n) ciga¬ 
rettes at the end of the following decade, 
both presented to the public as radical 
design changes, much like the emerging 
generation of devices. 

Filters were the industry’s response 
to the then newly emerging pubUc con¬ 
cern about smoking's relation to lung can¬ 
cer.^® The cigarette companies mar¬ 
keted filters as trapping the dangerous 
components of cigarette smoke but let¬ 
ting the “flavor” through.® Affording 
smokers an apparent alternative to quit¬ 
ting smoking, filters rapidly became the 
dominant product on the market. Their 
introductionandmarketii^were quickly 
followed by reversal of a 2-year decline 
in per capita cigarette consumption in 
19^ and 1954 that had resulted from new 
evidence linking lung cancer to smok¬ 
ing, which then meant unflltered ciga¬ 
rettes.® Ironically, the most successful 
early filter, touted quite explicitly for its 
health protection properties, the Kent M- 
cronitefilter, used croddolite asbestos as 
the filtering agent.®® That filter ciga¬ 
rettes were introduced primarily as a 
public relations gambit, rather than as 
truly less dangerous products, is sug¬ 
gested by the fact that some early fil¬ 
tered cigarettes used harsher tobaccos, 
BO that the filtered smoke would taste Ike 
the unfiltered smoke of old.® 

The industry’s next technological 
“fix” was the low t&n cigarette, mar¬ 
keted, often expicitly, with the theme 
that health-conscious smokers had the 
choice of either quitting smoking or 
switching to low t&n brands.® By 1981, 
low t&n cigarettes had captured a ma¬ 
jority of the market. Medical textbooks 
frequently recommended their use by 
patients unable or unwilling to stop 
smokii^,®'®^ 

Since then, scientists have learned 
that smokers who switch from regular 
cigarettes to low t&n brands engage in 


“nicotine regulation,” compensatorybe- 
haviorial changes that greatly narrow 
the supposed gapbetween high-and low- 
yielding cigarettes. Low t&n smokers 
may consume more cigarettes, take 
larger and more frequent puffs, inhale 
more deeply, smoke to a shorter butt 
length, and subvert the technologies 
that lower machine-measured t&n 
yields (by bloddng ventilation holes in 
filters that, imocduded, dilute smoke by 
mixing it with air).®®® 

The net effect is that, consistent with 
smoking being a drug dependence pro¬ 
cess, the variance in smokers’ blood co- 
tinine levels is significantly smallerthan 
the variance of nicotine deliveries indi¬ 
cated in cigarette advertisements.®* The 
publeis generally unaware that t&n rat¬ 
ings are derived from standardized ma¬ 
chine smoking of cigarettes, in which 
cigarettes are puffed at a constant vol¬ 
ume (35 raL) and at a constant interval 
(60 seconds). As the data on nicotine 
regulation demonstrate, people do not 
usually smoke like machines.® 

Tjow t&n cigarettes could reduce 
health risks if smokers did not engage in 
nicotine regulation to a significant de¬ 
gree and if they would have continued to 
smoke even if low t&n cigarettes were 
not on the market. However, most smok¬ 
ers who “switch down” to low t&n ciga¬ 
rettes do engage in nicotine regula¬ 
tion.®®® Further, the availability of low 
t&n cigarettes has probably substan¬ 
tially impeded smoking cessation.®®-* 
On balance, therefore, low t&n ciga¬ 
rettes may well have increased the ag¬ 
gregate societal burden of smoking, pri¬ 
marily by reducingthe number of people 
who would have quit in the absence of 
their availability, and secondarily by 
switchers smoking more cigarettes.® 
Cigarette use likely would be much 
lower today if the only products for sale 
were 70-nun imfiltered smokes. The in¬ 
troduction and diffusion of filters and 
then low t&n cigarettes thus clearly ben- 
efitted the industry by maintaining or 
increasing sales. Industry documents 
show that at least some industry scien¬ 
tists regarded low-tar cigarettes as 
"health-image” products, public rela¬ 
tions gimmicks, rather than truly 
"health-oriented” products.® 

The introduction of Eclipse thus fol¬ 
lows a decades-old tradition of industry 
product innovation in response to pubic 
concern, with the industiys apparent in¬ 
tent beir^to reduce concern and thereby 
maintain or expand sales. “Concern,” in 
this instance, has a social as well as a 
health connotation: emitting less visible 
smoke, Eclpse may be less objection¬ 
able to others around the smoker, 
thereby farther reducing the smoker’s 
incentive to quit. More similarly moti- 
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vated new-generation products will 
likely soon appear,"’” especially if 
Eclipse is successfully introduced or if 
the national tobacco settlement pro¬ 
posed in June" is enshrined in federal 
law. The proposal includes provisions 
that would encourage industry innova¬ 
tion leading to less hazardous products. 

■l^ether past history is relevant 
to the new generation of tobacco com¬ 
pany products remains to be seen. The 
promise of reduced risk for confirmed 
smokers may be genuine this time, es- 
pedaUy withreg^ to cancer. If history 
repeats itself, however, this ostensibly 
less hazardous product might sustain 
hig^ levels of nicotine addiction and, on 
balance, increase the a^regate disease 
toll. 

One great risk specific to low-smoke 
devices is that they may be deemed ac¬ 
ceptable for use in settings in which 
smoking is prohibited, such as work¬ 
places. A plausible consequence would 
be regular cigarette smolmrs’ consum¬ 
ing these devices during work hours, 
when at present they do not smoke, and 
then continuing to smoke their regular 
brands outside work. The net effect 
would be increased exposure to nicotine 
and carbon monoxide, since workplace 
smoking bans decrease daily cigarette 
consumption.** For people who would 
have quit smoking in the absence of the 
daytime nicotine alternative, all the 
risks associated with smoking would be 
greatly increased. 

Nicotins-Cotitaining Pharmaceuticals 

Nicotine gum introduced the era of 
NET pharmaceuticals in the United 
States in 1984, followed by patches in 
1991 and nicotine nasal spray last year, 
with the nicotine inhaler on the market¬ 
ing horizon. A nicotine-containing loz¬ 
enge on a stick dike a lollipop) is also 
being developed." Researchers are in¬ 
vestigating combination therapies as 
well, attempting to exploit the specific 
■virtues of the different products." 

A m^jor change in product distribu¬ 
tion may be as important as the devel¬ 
opment of NET products: over-the- 
counter (OTC) sale, of nicotine gum and 
patches thus far. Although the quit rate 
will be lower than that associated with 
using NET under the guidance of expe¬ 
rienced clinicians, greater NET accessi¬ 
bility could more than compensate, lead¬ 
ing to more quitting in the aggregate." 

Over-the-counter availability vi® also 
likely increase the use of nicotine-bear- 
ii^ products as partial or complete o«- 
goirtg substitutes for cigarette smokirg 
(and other tobacco product use). It will 
likely routinize the use of NET products 
by smokers not trying to quit, to supply 
nicotine when they are not smoking, ei- 
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ther because they want to reduce their 
cigarette consumption or because law or 
custom precludes their smoking in cer¬ 
tain locations (eg, workplaces or air¬ 
planes).*" For tids use, NET products 
should logically be called mcotme-?nat»i- 
tenance products. 

Strange Bedfellows 

Through product innovation by to¬ 
bacco companies, pharmaceutical com¬ 
panies, and other consumer products 
companies, and through OTC distribu¬ 
tion of NET products, the lines distin¬ 
guishing different types of new-genera¬ 
tion nicotine-delivery devices could 
eventually become blurred. More or less 
intentionally, each company could find 
itself sustaining nicotine dependence 
among consumers whose choices would 
otherwise be Hmited to conventional to- 
baccoproductsor abstinence. Ironically, 
tobacco companies and pharmaceutic^ 
companies, which approach nicotine ad¬ 
diction from diametrically opposite po¬ 
sitions, could find themselves in direct 
competition for sales of nicotine-mainte¬ 
nance products among the same group of 
consumers. 

The tobacco industry would clearly vie 
aggressively for such^es. Withapoten- 
tM market in the tens of millions of con¬ 
sumers in the United States alone, the 
pharmaceutical industry would also have 
to seriously consider aggressive invoive- 
ment in a reconceptuaUzed nicotine- 
maintenance market. Drug companies 
are competingno w with advertising cam¬ 
paigns for OTC gum and patches exceed¬ 
ing $100 million, which would certainly 
pay off more h^dsomely if consumers 
used these products over a long pe¬ 
riod."'" The relative ease of the transi¬ 
tion fiiom focusing exclusively onnicotine 
replacement to contemplating a much 
la^er market for nicotine maintenance 
hasbeenhintedatin advertisementspro- 
motinga non-nicotine smoking cessation 
aid, CigArrest, “for those times whenyou 
want to stop smoking,/or a moment or 
forever” (emphasis added). 

What would be the health impact of 
such a market? As described above, the 
history of tobacco company innovation is 
not enc our^ing; previous generations of 
ostensibly "less hazardous” products may 
well have increased the aggregate harm 
caused by cigarettes by encouraging the 
maintenance of sraokingrather than quit¬ 
ting. Stih, some future mix of products 
coidd conceivably overcome enough of 
smoking’s dangers that the cost of their 
substitution for cigarettes—continued 
dependence on nicotine—would be less 
thm the benefit of the reduced exposure 
of the population to the other poisons as¬ 
sociate with use of tobacco pniducts. 


ALTERNATIVE SCENARIOS 
FOR THE FUTURE AVAILABILITY 
OF NICOTINE 

For many health professionals, con¬ 
templating competition between the to¬ 
bacco and pharmaceutical industries for 
long-term nicotine users will generate a 
sense ofmoralrepugnance. Like it or not, 
however, this competition will continue 
to develop, barring extraordinary regu¬ 
latory measures (eg, the FDA’s return¬ 
ing nicotine gum and patches to prescrip¬ 
tion-only distribution and prohibiting 
the marketing of any new tobacco indus¬ 
try products not demonstrated to be 
safe). 

An optimal set of market and regula¬ 
tory drcumstances could conceivably 
create incentives that encourage the de¬ 
velopment of less hazardous methods of 
consuming nicotine. Note that we have 
had a market for long-term nicotine 
maintenance for decades: the tobacco 
market. Through strict regulation of 
mcotine in nontobacco products, and vir¬ 
tually no product regulation of tobacco 
to date, we have, essentially, granted the 
tobacco industry a monopoly in the nico¬ 
tine-maintenance market. Reconceptu- 
alizing that market, opening it to inno¬ 
vative, leas hazardous products intro¬ 
duced through competition between the 
tobacco and pharmaceutical industries, 
could conceivably satisfy the public's de¬ 
sire for nicotine without exatting the 
current enormous cost in ruined lives. 

The creation and marketing of novel 
nicotine-delivery devices raise a myriad 
of possible scenarios concerning the fu¬ 
ture availability and use of both tobacco 
and nontobacco nicotine-bearing prod¬ 
ucts. Here we summarize scenarios de¬ 
fined by the regulatory approach 
adopted. Product availability and use 
will also be defined by consumer de¬ 
mand. Without discussing this explicitly 
hereafter, we assume that many con¬ 
sumers will want to use nicotine devices 
characterized by convenience, reason¬ 
able price, social acceptability, and pro¬ 
vision of a high degree of nicotine satis¬ 
faction. 

Either consistently or idiosyncrati- 
cally, each of the product categories— 
current tobacco products, new tobacco 
industry nicotine-delivery systems, and 
nicotine devices produced by the phar¬ 
maceutical (or other) industries—could 
be regulated according to the following 
options: (1) no regulation, (2) legal avail¬ 
ability on a nonprescription basis, 

(3) availability by prescription only, and 

(4) not legally available. In addition, 
regulation could include limits on ad¬ 
vertising, disclosure of information to 
consumers, rad so on, euch'as the youth- 
oriented marketing and sales restric- 
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tions pertaiziing to cigarettes and 
smokeless tobacco imposed last year by 
the FDA/® 

Although a court has recently af¬ 
firmed the FDA’s authority to regulate 
conventional tobacco products,“ they 
are currently subject to no health and 
safety regulation. In contrast, all phar¬ 
maceutic^ company innovations have 
been submitted to and regulated by the 
FDA, with efficacious nicotine-replace¬ 
ment products first permitted for pre¬ 
scription sale and then OTC, if their 
abuse liability is deemed low. The FDA 
has also asserted its authority over other 
nicotine-delivery devices not submitted 
to the agency for appro val. Favor, a pre¬ 
cursor to the new inhaler, was prohib¬ 
ited as an untested drug-delivery sys¬ 
tem. Similarly, the FDA determined 
thatMasterpieceTobacs.achewinggum 
containing shredded tobacco leaf in¬ 
tended for use “Anytime, whenyou can't 
smoke," was a food product adulterated 
with an unapproved additive, tobacco.®® 

The regulatory status quo is thus well 
defined, with 1 eritieal exception: inno¬ 
vative tobacco industry products. To 
date, no major tobacco company has sub¬ 
mitted an innovation for FDA approval, 
and the agency has not asserted its regu¬ 
latory authority when confronted with a 
product from a major producer. How¬ 
ever, the FDA has been petitioned to 
regulate Eclipse.®' The agency was con- 
sideringclainungregulatoryjurisdiction 
over Premier before R, J. Reynolds re¬ 
moved it from the market.®® The pro¬ 
posed national tobacco settlement would 
accord the FDA regulatory authority 
over such devices. 

A future regulatory structure for nico- 
tine-deliv ery devices could continue cur¬ 
rent policy, with new tobacco industry 
products treated either more like con¬ 
ventional tobacco products or more like 
conventional pharmaceutical products. 
Alternatively, it could treat all nicotine- 
yielding products identically, regulating 
them as either prescription or nonpre- 
scription drug-delivery devices. In 
theory, a decision could be reached to 
keep government out of the nicotine 
market altogether, allowing a free en¬ 
terprise shoot-out between the tobacco 
and pharmaceutical giants. As unlikely 
as that seems, another possibility, ban¬ 
ning aU nicotine-yielding products, is 
even less conceivable. 

A more rational regulatory approach 
might be Co advantage less toxic prod¬ 
ucts, instead of honoring accidents of 
history, as at present. AH currently avail¬ 
able nicotine^elivery devices would con¬ 
tinue to be sold, but the least toxic would 
be the most earily available and attrac¬ 
tively presented, as discussed below. 
Such an approaA could also provide 


incentives, or requirements, for incre¬ 
mental improvements in conventional 
products, for instance by requiring that 
cigarettes be fire safe.®® 

A more radical differential regulatory 
strategy would require reduction of the 
nicotine content of conventional tobacco 
products over several years to levels un¬ 
likely to cause orsustain addiction.®® This 
would afford current users ample oppor¬ 
tunity to wean themselves off of tobacco 
products, while simultaneously reduc¬ 
ing the ability of tobacco products to ad¬ 
dict future generations of children. All 
other nicotine-yielding products, re¬ 
gardless of industry of origin, would be 
evaluated as drug-delivery devices by 
the FDA, permitting only those that met 
a relative harm standard on the market. 
The harm theshold might (for example) 
tolerate nicotine addiction, but prohibit 
any other substances known or believed 
dangerous to health. 

Under this policy, despite their deliv¬ 
ery of toxic compounds, tobacco prod¬ 
ucts could be freely sold once they were 
denicotined (possibly subject to age re¬ 
strictions, as at present). If peoplereally 
smoke for “flavor” or “taste”—the pre¬ 
dominant tobacco industry claim—sales 
of tobacco products should not be af¬ 
fected. If, in fact, people smoke primar¬ 
ily to satisfy nicotine addictions, few if 
any consumers likely would choose to 
use denicotined products on a regular or 
even frequent basis. This may have been 
the experience with Next, a denicotined 
brand introduced by Philip Morris in the 
late 1980s that failed its market tests.®* 

Inaddition to determining legal avail¬ 
ability, regulatory agencies frequently 
regulate circumstances of manufactiire, 
marketing, time and location of sale, and 
age of purchase. Current FDA regula¬ 
tion of cigarettes and smokeless tobacco, 
to protect children, focuses exclusively 
onjustsuchconditions of marketing and 
sale.®* 

Future nicotine-delivery device regu¬ 
lation could rely heavily on differential 
marketing and sale conations to reduce 
the attractiveness of the most hazardous 
products and increase that of the least 
hazardous. For example, firms might be 
permitted to advertise, without restric¬ 
tions, products that the FDA found mini¬ 
mally dangerous. In contrast, if permit- 
tedataU,cigarette advertisements might 
be limited to black-and-white bloek-let- 
ter factual text. Similar distinctions could 
be made with regard to packaging, with 
plain packaging required for the most 
dangerous products, such as cigarettes, 
with warmng labels consuming a third to 
ahalf of the front panel of the package.®®-®® 
Differential rates of excise taxationmight 
be used to encourage consumer use of the 
less hazardous products. 


Regardless of which of the diverse 
regulatory scenarios might he adopted, 
there is no reason to delay marketing, 
packaging, and sales restrictions to re¬ 
duce the glamorous imagery associated 
with tobacco use or incremental product 
design changes helpful to thfe public’s 
health (eg, fire safety). 

TOWARD DEVELOPMENT 
OF A NICOTINE POLICY 

The intent of a rational nicotine policy 
must be to deal realistically and construc¬ 
tively with the public health disaster 
wrought by the widespread use of to¬ 
bacco products. An underlying premise, 
supported by a wealth of evidence, is that 
because ofaddiction, tobacco products ex¬ 
act their toll predominantly involun¬ 
tarily on the part of consumers. With rare 
exceptions, nicotine addiction begins dur¬ 
ing childhood and adolescence; despite 
sincere desires to quit, many simply find 
the chore too difficult. 

The primary goal of a new nicotine 
policy should remain to help everyone 
who wishes to be free from nicotine and 
tobacco to avoid addiction or achieve ab¬ 
stinence. Such a policy must recognize 
that people who are nicotine-dependent 
are victims of addiction and not social 
miscreants. They deserve a policy that 
acknowledges their individual dignity, 
the difficulty many would have in being 
forced to forgo nicotine, and the oppor¬ 
tunity to continue consuming nicotine 
should they so desire. At the same time, 
children deserve the opportunity to 
grow up free of inducements to become 
addicted to nicotine. As such, the option 
of having minimally harmftil nicotine 
products available to adults, in a social 
and policy environment that deglamor- 
Izes nicotine consumption, seems wor¬ 
thy of open-minded consideration. 

The notion of nicotine maintenance in 
less harmful forms, rather than complete 
abstinence, is not new. Following the in¬ 
troduction of filtered and then low t&n 
cigarettes, numerous health profession¬ 
als supported switching from the con¬ 
ventional product to the innovation.®*®* 
More recently, an oral pathologist has 
advocated the use of smokeless tobacco 
products as a less dangerous alternative 
for addicted cigarette smokers.®' 

With hindsight, support of filtered and 
then low t&n cigarettes appears to have 
been misguided, quite possibly the cause 
of more rather than less disease caused 
by tobacco. Similarly, encouraging ad¬ 
dicted smokers to switch to smokeless to¬ 
bacco products appears shortsighted,®® es¬ 
pecially given the availability of the new 
NRT devices, the spray and the inhaler. 
These are far cleaner than smokeless to¬ 
bacco and may satisl^ nicotine needs at 
least as effectively. 
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The approach considered here—nico¬ 
tine maintenance for some addicted con¬ 
sumers through the provision of less 
toxic nicotin^elivery devices—^has 
been advocated for quite a while by a 
handful of prominent sdentiats.'^’*" 
Nevertheless, nicotine maintenance is 
certain to be unpopular with many sea¬ 
soned veterans of the tobacco wars. Ac¬ 
knowledgment of the possibility of a 
world in which nicotine addiction might 
be tolerated, and even encouraged, 
wouldbeabitterpillto swallowformany 
health professionals. 

Stopping short of supporting a ban on 
cigarettes, universally recognized as im¬ 
plausible (and we believe undesirable), a 
prevalent “zero tolerance” philosophy 
derives in part from the accurate per¬ 
ception that, to date, ostensibly risk-re¬ 
ducing product innovations have t 3 q)i- 
cdly had quite the opposite effect. For at 
least some members of the tobacco-con¬ 
trol community, it also likely derives in 
part from a puritanical streak and acyni- 
dsm fed by decades of consistently dis¬ 
honest and dangerous tobacco industry 
behavior."'^ Such people may find 
completely unacceptable Ae tobacco in¬ 
dustry’s continuing to profit from the 
sale of any kind of product, especially 
one that perpetuates nicotine depen¬ 
dence. 

Adoption of a nicotine maintenance 
policy is fraught with dangers, as well as 
opportunities; the 2 may occur together. 
For example, to compete successfully 
with cigarettes and other tobacco prod- 
n ets, nicotine-only pharmaceuticals may 
need to be made more attractive to con¬ 
sumers. The current unappealingflavor 
of nicotine gum may have to be im¬ 
proved. Similarly, more efficient (rapid) 
means of gefctii^ nicotine into the brain 
may be required (eg, the new spray or 
inhaler). Therein lies the promise of con- 
sumer-^ven shifts away from tobacco 
products; but the very process ofmaking 
nicotine products competitive with to¬ 
bacco products, from a consumer’s per¬ 
spective, will increase the abuse poten- 
tW associated with the new products. 
This amplifies the need to ensure that 
any involved regulatory authority de¬ 
velops explicit objectives and criteria 
withboth foresight and flexibility. Flex¬ 
ibility may prove essential to deal with 
failures in the domain of foresight any 
regulatory system will need to make ad¬ 
justments in light of actual experience. 

The presence of alternatives to con¬ 
ventional tobacco products will influence 
the degree to which people seek absti¬ 
nence, and there may be shifting back 
and forth among delivery devices. The 
risla faced by novices, the young, under 
various scenarios will have to be care¬ 
fully considered as weU. What may be 


good policy for dealing with the current 
generation of tobacco users may not be 
BO good for future generations. The op¬ 
posite holds as well. For example, in the 
absence of consumer-acceptable alterna¬ 
tive nicotine-delivery devices, a miilti- 
year phaseout of nicotine in tobacco 
products could avoid future generations’ 
addiction; however, it might do so at the 
expense of already addicted smokers in¬ 
gesting more carcinogens, by smoking 
more low-nicotine dgarettes to satisfy 
their nicotine cravings. Clearly, it would 
be prudent for a national nicotine policy 
to be subject to periodic review and re¬ 
vision. 

In any event, the absurd irony of the 
contemporary nicotine regulatory envi¬ 
ronment must be revers^: new phar¬ 
maceutical products currently face a 
long and expensive marketing approval 
process, while the most dangerous nico¬ 
tine-delivery devices ever invented, to¬ 
bacco products, are introduced and sold 
without regulatory impediments. In es¬ 
sence, the deck of competition has been 
stacked heavily in favor of conventional 
tobacco products. A manufacturer who 
wishes to introduce a new cherry-fla¬ 
vored smokeless tobacco product does 
80 with no regulatory obstacles. If a 
pharmaceutical company wants to add 
mint flavoring to nicotine gum to m ake it 
more palatable as a nieotine-replace- 
mentproduct, the companymust endure 
years of expensive regulatory hurdles. 
At a minimum, ration^ty recommends 
comparable treatment of the 2 situa¬ 
tions. Certainly, the no-regulation to¬ 
bacco product model is inappropriate. 
But the highly constrained, time-con¬ 
suming, and expensive model for con¬ 
temporary pharmaceuticals may be un¬ 
desirable as well, effectively minimizing 
firms’ attempts to be innovative in this 
challenging market environment. 

A nicotine-maintenance market will 
emerge from the present ferment in de¬ 
vice innovation. Its precise characteris¬ 
tics remain to be established. We urge 
the health community, and the broader 
public as weU, to engage in thoughtful 
research and discussion on the nature of 
this market and on the characteristics it 
ought to have. The stakes are extraor¬ 
dinarily high. 
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